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International Workshop on Patient Safety and Drug Detection Technology
September 10-11, 2012; Delhi, India
The Way Forward

Developing Road Map for Enhancing Patient Safety and Drug Quality
Facilitators:
Dr. Anil Kumar Panda, Joint Secretary to the Government of India (GoI), Ministry of Health and Family Welfare, 

Dr. Madhur Gupta, Technical Officer, Pharmaceuticals, WHO India Country office, Dr. Michael Deats, Project Manager, SSFFC, Monitoring, Quality Assurance & Safety: Medicines, WHO, 

Dr. Raja Sekhar Vundru, Joint Secretary to the GoI, Department of Pharmaceuticals, Ministry of Chemicals & Fertilizers, 

Mr. Sanjay Prasad, Director (Drug) to the GoI, Ministry of Health and Family 


Welfare, 

Dr. V. G. Somani, Deputy Drug Controller General of India, 

Mr. B. Vaidyanathan, Chief Mentor & Founder, Consumer Protection Council, Rourkela, Orissa, India, 

Mr. Bejon Misra, Partnership for Safe Medicines (PSM), India.
The following are the points broadly discussed and shared by the participants and the esteemed panelists:
· To ensure a safe and secure supply chain of drugs from the point of manufacture to the point of sale/delivery to the patients with due support and participation of all stakeholders. 

· The GoI has proposed a new initiative of setting up a Central Procurement Agency called “Central Medical Service Society,” which has already been registered for centralized procurement and distribution of vaccines and medicines. This initiative is not only for the National Health Scheme, but also proposes to establish 50 State level warehouses. 

· Ministry of Health should strengthen the mechanism of recalling of each not-of-standard drugs from the supply chain promptly.

· The GoI has agreed to provide additional funds to the State governments a) to strengthening their regulatory mechanisms with additional staff and equipment, b) by providing training, c) by increasing the number of laboratories and enable laboratories at the district level to take more samples and to test drugs in a timely manner. 

· Adequate reference standards need to be available to laboratories to keep up with new types of formulations. 

· There are proposals by the GoI for a quantum jump in funding for drug quality in India 12th Five-year Plan. 

· Indian regulatory officials should be invited as observers in the inspections of manufacturing sites by European Union, U.S. FDA and other country regulatory agencies. 

· The efforts shall be done to harmonize regulations for uniform global quality. 

· GoI should expedite the process of implementation of effective “Track and Trace” technologies to ensure a safe drug supply chain. The technology to be selected should be vendor neutral, simple in implementation and affordable, especially for the small scale manufacturers. 

· Bar coding and a unique identification system are not presently provided for in the India Drugs and Cosmetics Act. There are also no provisions relating to safeguards for imported drugs. This needs to be reviewed.

· GoI should give priority in providing resources for regular sample auditing of prescriptions.

· The penalties to offenders involved in spurious drugs should be enhanced sufficiently to act as a strong deterrent. 

· Service providers and the patient groups shall play a major role in educating consumers about spurious and not -of -standard quality drugs with active support from GoI. 

· There should be a “Centralized Data Bank” posted on a website on a regular basis for all information relating to approved/banned/recalled drugs and it should be capable of being accessed by all state drug control authorities.
· India industry associations, both big and small, should commit themselves to quality with appropriate self regulations, ensuring an effective cross checking processes, including best practices in manufacturing, distribution and storage of medicines. 

· Department of Consumer Affairs of GoI should allocate substantial resources for creating patient safety public awareness. This can be done by organizing public awareness workshops at state and regional level.

· There is a proposal by GoI to provide 50 mobile laboratories for the 35 India States and Union Territories. There is also a proposal to provide hand held instruments for on the spot testing of drugs through rapid testing instruments.

· Presently, the Drugs and Cosmetics Act does not cover standards for drugs for exports. This aspect of India law is being addressed in proposed amendment of the Act under consideration. 

· Discussions are also taking place in the ongoing State Health Ministers Conference on adoption of good practices being implemented in one State by other States as also other issues relating to Drug Safety. (For example, the SMS base technology model adopted by Gujarat State to inform all stakeholders about spurious and not-of-standard medicines).
During this two-day workshop delegates representing all these stakeholders had come together and had a productive discussion on challenges future activities. In conclusion, Dr. Panda urged all stakeholders - the Central Government, the State Government, the Central and State Regulatory Authorities, large and small manufacturers, stockists, traders, chemists, service providers and patients to both individually and collectively, through Civil Society Groups and NGO’s, to come on board and work together to meet the above “Way Forward” recommendations. 
